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(vi) The date of manufacture and ap-
propriate storage instructions ade-
quate to protect the stability of the
product. When applicable, these in-
structions shall include such informa-
tion as conditions of temperature,
light, humidity, date of expiration, and
other pertinent factors. The basis for
such instructions shall be determined
by reliable, meaningful, and specific
test methods, such as those described
in §211.166 of this chapter;

(vii) A declaration of the net quan-
tity of contents, expressed in terms of
weight or volume, numerical count, or
any combination of these or other
terms that accurately reflect the con-
tents of the package. The use of metric
designations is encouraged, wherever
appropriate;

(viii) The name and place of business
of manufacturer, packer, or dis-
tributor;

(ix) A lot or control number, identi-
fied as such, from which it is possible
to determine the complete manufac-
turing history of the product;

(x) For class I exempt ASR’s, the
statement: ‘“‘Analyte Specific Reagent.
Analytical and performance character-
istics are not established’’; and

(xi) For class II and III ASR’s, the
statement: ‘“‘Analyte Specific Reagent.
Except as a component of the approved/
cleared test (Name of approved/cleared
test), analytical and performance char-
acteristics of this ASR are not estab-
lished.”

(2) In the case of immediate con-
tainers too small or otherwise unable
to accommodate a label with sufficient
space to bear all such information, and
which are packaged within an outer
container from which they are removed
for use, the information required by
paragraphs (e)(1) through (e)(6) of this
section may appear in the outer con-
tainer labeling only.

(f) The labeling for over-the-counter
(OTC) test sample collection systems
for drugs of abuse testing shall bear
the following information in language
appropriate for the intended users:

(1) Adequate instructions for speci-
men collection and handling, and for
preparation and mailing of the speci-
men to the laboratory for testing.

(2) An identification system to en-
sure that specimens are not mixed up
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or otherwise misidentified at the lab-
oratory, and that user anonymity is
maintained.

(3) The intended use or uses of the
product, including what drugs are to be
identified in the specimen, a quan-
titative description of the performance
characteristics for those drugs (e.g.,
sensitivity and specificity) in terms
understandable to lay users, and the
detection period.

(4) A statement that confirmatory
testing will be conducted on all sam-
ples that initially test positive.

(5) A statement of warnings or pre-
cautions for users as established in the
regulations contained in 16 CFR part
1500 and any other warnings appro-
priate to the hazard presented by the
product.

(6) Adequate instructions on how to
obtain test results from a person who
can explain their meaning, including
the probability of false positive and
false negative results, as well as how to
contact a trained health professional if
additional information on interpreta-
tion of test results from the laboratory
or followup counseling is desired.

(7) Name and place of business of the
manufacturer, packer, or distributor.

[41 FR 6903, Feb. 13, 1976, as amended at 45
FR 3750, Jan. 18, 1980; 456 FR 7484, Feb. 1, 1980;
47 FR 41107, Sept. 17, 1982; 47 FR 51109, Nov.
12, 1982; 48 FR 34470, July 29, 1983; 62 FR 62259,
Nov. 21, 1997; 65 FR 18234, Apr. 7, 2000]

§809.11 Exceptions or alternatives to
labeling requirements for in vitro
diagnostic products for human use
held by the Strategic National
Stockpile.

(a) The appropriate FDA Center Di-
rector may grant an exception or alter-
native to any provision listed in para-
graph (f) of this section and not explic-
itly required by statute, for specified
lots, batches, or other units of an in
vitro diagnostic product for human
use, if the Center Director determines
that compliance with such labeling re-
quirement could adversely affect the
safety, effectiveness, or availability of
such products that are or will be in-
cluded in the Strategic National
Stockpile.

(b)(1)(i) A Strategic National Stock-
pile official or any entity that manu-
factures (including labeling, packing,
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relabeling, or repackaging), distrib-
utes, or stores an in vitro diagnostic
product for human use that is or will
be included in the Strategic National
Stockpile may submit, with written
concurrence from a Strategic National
Stockpile official, a written request for
an exception or alternative described
in paragraph (a) of this section to the
Center Director.

(ii) The Center Director may grant
an exception or alternative described
in paragraph (a) of this section on his
or her own initiative.

(2) A written request for an exception
or alternative described in paragraph
(a) of this section must:

(i) Identify the specified lots,
batches, or other units of an in vitro
diagnostic product for human use that
would be subject to the exception or al-
ternative;

(ii) Identify the labeling provision(s)
listed in paragraph (f) of this section
that are the subject of the exception or
alternative request;

(iii) Explain why compliance with
such labeling provision(s) could ad-
versely affect the safety, effectiveness,
or availability of the specified lots,
batches, or other units of the in vitro
diagnostic product for human use that
are or will be held in the Strategic Na-
tional Stockpile;

(iv) Describe any proposed safeguards
or conditions that will be implemented
so that the labeling of the product in-
cludes appropriate information nec-
essary for the safe and effective use of
the product, given the anticipated cir-
cumstances of use of the product;

(v) Provide a draft of the proposed la-
beling of the specified lots, batches, or
other units of the in vitro diagnostic
products for human use subject to the
exception or alternative; and

(vi) Provide any other information
requested by the Center Director in
support of the request.

(c) The Center Director must respond
in writing to all requests under this
section. The Center Director may im-
pose appropriate conditions or safe-
guards when granting such an excep-
tion or alternative under this section.

(d) A grant of an exception or alter-
native under this section will include
any safeguards or conditions deemed
appropriate by the Center Director to

§809.20

ensure that the labeling of the product
subject to the exception or alternative
includes the information necessary for
the safe and effective use of the prod-
uct, given the anticipated cir-
cumstances of use.

(e) If the Center Director grants a re-
quest for an exception or alternative to
the labeling requirements under this
section:

(1) The Center Director may deter-
mine that the submission and grant of
a written request under this section
satisfies the provisions relating to pre-
market notification submissions under
§807.81(a)(3) of this chapter.

(2)(i) For a Premarket Approval Ap-
plication (PMA)-approved in vitro diag-
nostic product for human use, the sub-
mission and grant of a written request
under this section satisfies the provi-
sions relating to submission of PMA
supplements under §814.39 of this chap-
ter; however,

(ii) The grant of the request must be
identified in a periodic report under
§814.84 of this chapter.

(f) The Center Director may grant an
exception or alternative under this sec-
tion to the following provisions of this
part, to the extent that the require-
ments in these provisions are not ex-
plicitly required by statute:

(1) §809.10(a)(1) through (a)(6) and
(a)(9);

(2) §809.10(b);

(3) §809.10(c)(2);

(4) §809.10(d)(1)(d) through (d)(1)(V),
(d)(AQ)(viii), and (d)(2); and

(56) §809.10(e)(1)(i) through (e)(1)(vi)
and (e)(1)(ix) through (e)(1)(xi).

[72 FR 73601, Dec. 28, 2007]

Subpart C—Requirements for
Manufacturers and Producers

§809.20 General requirements for
manufacturers and producers of in
vitro diagnostic products.

(a) [Reserved]

(b) Compliance with good manufac-
turing practices. In vitro diagnostic
products shall be manufactured in ac-
cordance with the good manufacturing
practices requirements found in part
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